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SfV Tf’-^nT 3T;fNl>iT FfT^Tq- 

?Ti P 5^, 19P5 

TTT.TT.fr- 49 5(?T).-^'t'»f^J 
f^, 1 94 5 3fk ’T'?fm^ 
f^^Tff q,T T^'T, s^tTfe sft'T 5r»Tfa^ »T[ir/r ^rfpr- 

f^iT, 1940 ( 1940 ^1 2.4) ^4 14KT 12 aiV 9'^ 

3 3 4t 4 !q^511^TW17, ^ ^T^nJK'TT, 'flTJT-^, 

^. 3 , (i), 1994 ^ ^17^ 

TT7^17 % 3ft7 qf^s'i^ Tt'oriTT (^^a’F'';q' 

T^'miT) !ETffT^4r ^tT75(5t), ^TTt^ 0 
fTTOT7, 19 94 ^ 7Tr T, f<5iT19' 7^1 

q^tfr iiTf^?Tin ^571% F?‘'i^ ^'r TATST-IT 

q'Y, nTTt’k ’^, fjW^T '’T^''.^ Tf Sf^WT '4^17TT ^1 
^r.TT fr 4t «fr, ^ 4 - 0 ? =fr 

i«i TiT^ 'mV Tim 51 TTFT 7^; 7 ; 

31V, Tj3fq-^ TT 5tfTTT 17 1994 ^1 


5TP: ^'|!T ?iYTR fT ~s^ Or-mT ^ Tfofa' # 

FT STFiT SlTSTTf aft^ q-r fq^qTT qR f^qj 

?rF:, JT 4 , FT 7 . 5 f.'R irfsTfroi’ ^'T SrlTT 

12 31'T7 aiTT 3 3 T^T TrfqFiTff qrp iq-ifiJi ;={:,t^T 

fP, 31 ^'Tfff FRlFTtqir TFit^T Ff q^TW 417F % 
5 -'Fqpi; afPlftT afK ifFTTEPT Tuto, f^rq-q-, 1945 qq 
3lt7 qR-q % Pirr ffiTi#rp?FT f-TFr^T IPTj^i' % 

TI'q'pT :— 

I- (1) ’S'FT [F i-qr qTttT'r,' orq 7poi%i afp, TOraF 

FTlTpal ("PiTm TTEHlUFl) PtFF, 199 5 ^ I 

( 2 ) q' narq^ F spPTWFT qa'i- anr Fa" ^pT 1 
2 . ailqfa' ai'l7 ITFiraF FTiq-FT'r fqq-q, 1 9 45 p' ?iq-F|^=q\ 
FT % FE 1 TFTT 7 fFRiTplPirT PiFpjFt TfIT TTIlFp'T, Tiaf?!; ;— 

"tTFPaqr 

(pTFiT 1 2,1 ^fF^n;) 

S^aqiT ir pTlPi n=p fP “qirTir TfPt % 
(Fq-n; ^HEflPiar qiiFi'r ailT flFq qtfa'qr pTTTr-iqrT % 
pqF FTFpp 
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1 . 

1 . I, 

r^PWT f^ITT 11 % SET ^ 

?Tr»TW SPTT t ' rrr I 

g^r sram ^'t ^ Fpitt ^ ^twt I 

??mr s^sTT afh; t 

^ ^Tr^pr I 

2 . ^TT^nfV: ( 1) % T^ 

^ fV; ^TTT^ sih q 

afk t ;|T;fPT mwr in' 
^ nTfNii % ^ nqTT?# qj 'TiTnnft jfR; 

( 2 ) KT? JppfnTn 3rV. tVPt ti: nnr’^ nf 
nrwr in t nnr ^ 3 t\i: n ?ff 

nn^ m^n n^ ?nn ^ Pf ^niftir tt 

swnmiT TnEff n ^n% srnm fnnnT in nur nm: % 

-o 

^TfipF-i; % 1 fsfnfl 5 i;iFT mwt nr 1%^ in nw 
Tn TT ^Tln qn ^rfnrRT qrnr ^?q m 

ir? ^n^T ^nftn ^tni 

mf|tri 

3. ^(?n ^rnnnT ifft nfnsn:—(i)nipf 

qft artn ^ nn%, g?TRn nwr n ^t, 

nirfci; ^nV ninT ?r?*m ^ ^?nf^ nrsn % n«n 
WnnK 'fH' nfr^rBr ^nraflr % 

nnFr ■g'n^rR f%nV aar % ^rrqrf sfk 

nrar % nn?ff afr nnar-anq^ qrra ?;n it nPnn 

5 it^ ^ <n|-nR, 'FT nfn^s^ir % fnq Tt 
'snqift ^ Frar ?r^ 5 TRtt % | in 

n^ I 

(2) (if) jn?TT n ftnr nq nqnf vt nw, 
sR^ip nrar n nt^'f qft nsin t 0.5 aftw ir ^rn 

(^) mar ^ fnq nq nn^ ^ n'Fin qft 
arn w !T^^=5fr % c; atH 10 ^ fiT%- n^tn % 
nijmT iPFttn aanm arh; ^ranf^nr ttHwut sth; qr^. 

'Ect^ 1 %q art qrTqnt 1 fnq nq 7 5 afinan 
qijnt ^ ^ amTSfpir qfttppq % fnq arh, 25 afnnn 
ifft PFtsn am'ni arTr aran^ qytainn ar firq aft ^qift 1 

(n) rjnnij aft aft qai ^^ann ^ ^ 
nijiff "qn" 'Ft nainsi’t^ n?at?:n nipt ‘nR” aft 

nwn qar it nfnfnfer aft anqnt 1 isrrn nijnt 
“qn” an Ttnfirn ntn ^ if it nnatani: feT 
nq ‘Vr;’' an ttnfirn ntn nfirfnfer fw rsiTqnr attr 
afTtnt aft n^aff ^ 'tFpn nnt mrsn anqin nn 
sn^tam; farq nq “nR” an n^nn ntn anraRTn nat- 
aim ar fnq 0,004 qn + 3 x y^o. 004 qn atk nntsn 
wnFrn rn'^ arw^nraTtsm %fRq 0,015 qn+ 3 x 
V o -015 qn it srfnat n^ ^ 1 


( 3) loo rnR nnnt '+'1 n^aar Tan# aft fnt'nm rnt-af 
a> Inq ttnnfnfen F-n n fanfun faini aiiqni:— 

25 ntnnn' nanm nratp 'Rtarn ^ fnq, aftr; 
75 am^ROT nft^ % firqi 

(4) ar?t aira nqnt aft n'lnn 100 an an^ ipm 
ain^TR nfitn fanaur ninmn iraparn it wr anqni 1 

(5) nfe nantfm nnnt an nVEm ntn, nnnatt aft 
Fjia^n n fWt aa, ni|wn nmn ^ nfaar ?ft ^inr t 
nt m^r CR ttnr ^ t n? nn^a aiT f^ ann 
% firq nnft ^"t 1 amr nraran nrmait aff amfir^t 
% fnatnn if atnnn wr n^nr 1 it nrkt ?ftn aT% nnt 
fn®% uitn 'Tfa'nm ^n ark nnnnn an nqnkn nn 
n^ fnntnn a^irr ran nar far nFtn ntR n^atn ait fra 
it 'jTt n^ ar ift arrnt % 1 

(fi) 10,000 it nnfnar afynfr aft n?aaT nimnn 
nran it it anr it am nant nannai fnin amnn 

* p* * 

afk n^ ^ ^ ki 8 n iinTfnfnfa<^ nnnnt 

aft nmn nnt n^^nait a?t ^fn annr 1 

4. faPtntm naR rr-nr^ ifr nqnt fkr atk. ari^ 
an^ ^ nftfin: — 

n. ama^m I'ftsT'iT i (i) nitR nnrR ar 'nn^R'n 
afteRT ^ man amkift fnnaw fnntFor % fnq 
ntPsiraftit nq% tm spij^ ^ natan 1 it anaPan 
at ant ar apttR ffrq atqft j 

(2) aim nnnt nnqan artefRi it fkim Tfir ^ 
tntin arqnri afa n^ftirn “tTR” antfafan 
atn naran 1 it 'kR" % nmnafamnaaT ^ amrar 
at nn% nfar ntin arnt t nt a? n>fnn fkn arqnT 
fp a^ am an mR amF aarfa^t an n^ ^ 1 

an. ntkn sramni stk aiampn nfteTm-(i) atskft^ 
nijnt aft iVtsm aannt atk araapni ktwoT % 
fitq mtn aft arqift 1 ^ 4 ftctm ai fmq aikaafta 
nqnt Tn ^ nnian 3 it mtafnn akmr 

ai nntTR fimT mrqnr 1 

afrm fafninR: ir arn namnr na: an 1 , 0 %. at.q. 
(nm) n am aara nr ma rnaran V it qmifafnf%R 
man nqa'Hn % mk avaiq aar 9 % rnnttR mtm 
rPft, ekn at akn n|t 1 i^kn arannT aft alka ir 
panm tftnr 1 amk_# arm mkif (fnifr) ^ % 

151.8 

a<Ta< fnaRnm 0 . 5 ttka nar gMfam aR% ^'tnt 1 

(2) mtm nqnt wfan aftstm ir fnaim a^n na 
akqm irnstt mpat 1 afa ma^km “mta’' an nrnfan 
a'tn nnian III it ''nR” % nm% nfnn ttnar ar 
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amsiT m ^ srftrp 'ttjtt | ^fr ir? *ftf<T7r f»P«rT 
f«r «r5 qr ^tth: 11 

i fsRT—^ int^Sr 2 

fT]^?r % 'TTT 8 Jr jwrfsrfjife: fw ?r?£ft 

!T^«Tmif % srr^rrTT m i 

5 - ^cir wm t^ynf % %% 5 r>T ^ 

^ ^rfw — 

3r. I—(i) ^ nrr ^efrr'fr 'rtt- 

STor % sTTirff % ^* 1 ^' w ^ 

-II # sW'^Rr % ^r^jrrTT ^rnJJf ; 

(2) ^ Tfl^rr Jr fznrr^ 'tt 

rr^TFr srrtrJTT i zrf^ "»rn:'’ ^ 

ir>r ^3m^«r-Il Jr "vox” % m^r^ ^fifr^ ?rwr % ^rr^ 
ITT 'TTin ^jngr | ?t1 jt? ^nf^rr fen ^srn^ fe 
ar? ?TT ^TTH' hK'^i wfe^r ^ ^ I 

>ErT. ?^'Rfr sr^^ sftr wr^m 'rflOT—wml 
% ^ sr^rrar siY?: OTHprr % 

fer 3it«r arft arrrnfr i ??r sri^ % fer ?rtfefeir 
frr % ^?TT^!j-IIIJf gn^rfer urst^ ^ ^r^pnr 

ferr ^srn^ i irf?' w^fer '‘w:” ^ ^I’^rfer ’Ttn ^aqr^-lll 
Jr “mT” % rmr^ ?fer ?fwr ^ *tt 
sff«j^ TTirT ^rrm | ?rt ^nfer ferr =5rnTirT fe ^ 

tn w nFRr snrrfeTr ^ ^r^ 11 

^■?X feHfes ffW 'Sr^^ 'TX ITT 1.0 %.'ft.'?. 
(ij^r) % ^ ?Tar TT ^ ^nfer-V Jr ir^rTWrfej 

sr^ sr^spinH % ^ ’trX'r^rn 'Ttt 9 Jf n^rfenfee 

Xarfnft, srfer ^rr 'rr5»rT i swrr 

?iXx Jr ^Xr 

'fH- ^rrm (f^r-^ft-)^ % 

151.8 

f wxttit 0.5 ^ yjrffer «Ffe ^ t 

^. f^T — f;fTj ITT ^ Jr Jr fer ^ ^Ttr Jr ^ 

2 XfT w ^ 4 xt 8 Jr jr«r7feJTftt^H fen ^’eU 

I 

6 . 5 r>if£rfetw*P % fer ^ X ^^rferr; — 

( 1 ) ^fr srfafenr % ^oeIX fn'^ffep feft 
fsrfXfnr m feft ferx"^ feir % 'rferr Jr ^ % 
%q; Jnrr | ^ ^r^ % 

Jr Jr 30 ^rrsrpTT’m zr^nq^ ^ ?fh: x 
?rTHW Jr JJ Jr Jr 'ir^ fer ^rri^ir i ?rr 

sT*mx X 100 xJr ?rr ^ “fe-? Jf 
iptnfefe^ f^rfe^n ^rXf ^ fx ferfer fer ^rnrJf i 
nf? irmr^fr ^ rrwr 20 Jr ^ t nr irr^ ’stt’jth Jr 
Jr feo; ^r% ^XnXf 3rt rrs^rr irr"r w^qTrr Jf srar 
^rnXr 1 


(2) ■stft ^rfirfenr % ?nfX feffep ferft 

fXi^ 'rferr % x? JXr ^rr^^rT ^ ^ % 

sr?^ ^ Jf n 100 Tr»f% ^ 'fxr (1) Jf fe Jr fe s 

rrfw % Xt I 

7. rmxr (4) % !r«ffn Pr^ m ^r^^^ ^X Prfe^ 
^mf % feiT feXJrfer w Jr ferfer Ppi? : - 

2 ^5 ir'tJif, ?jX =qXrt % fwtr; 45 
amWTor tpiffwJr % fer ; 

45 fetjn ir^ar srfx 3tT?rr| 'T^f^rT % fJrq; 
5 rX 

8 nrjJr mxfeiw ¥<t Jf - 

qX (i) ^^sTiTir qxfw^ Jf ^ayJf 'mr jhi ^rffX 
% Xsr^ ii ; ITT 

(ii) ^iX fefs^ jnr^TcTTsrX ^ 

^jgw cfiTf niT 4frrXf 5tff j,rf<sTr 2 JrjXsrsfr 
1 >X 

(iii) ?rifTr ^rr % qxr a Jr ’T'^rfeJifec 
fen qif nJr^naff % 

cff sr'rfnn fen srrtrnr Pp nmqr sprfeff 
% 1 1 

8 . fen;— (1) ? 3 X^ qx (^^q; Tft 

wqrx) PTRfnfer Jr qm nff f?T»fr:— 

(1) 170 fq. X, 

(ii) 180 fq. X. 

(2) qftX qJf nrqrt qqr?: xrt siX qx affx »|Jr 
fqJ Jr 85 fJr, X. % ^ feff fe| i^x qnf 5)X 

(i) 170 fq. X. ^rpqr^ % fer 49 +2 fqq>. 

(ii) 180 fq. Tfr. ntqrt % fer 53 + 2 fqX. 

(3) qfeq qJf ^qrvf qxq qXrf, ^rq :TOqq rfe 
fe|3Tf qx qrq Ppqr ^qrq qq'rq <|Jr fqJ: Jr 3o+ 2 
fq. ^fr, X fqx ^ 10+5 fq. X. qr^ fe X 
®ffqrx sflx qq q'r fe|3ff % ^ qff itt qx 0.045 
fq. X, Jr 0 . 07 5 X. X. ^ I 

feqq- 1 - nqrq qrq qXrf qq qqurxq 0.01 fq.q'f. 

% q^qx qx qxrfeq qq^ g; 5 qqrir srqq Jfsr Jr 
fen sncrqr 1 

fir^.qar- 2 — qfxTt qff qrq Jr q^q qfufq fxqqfefx 
qrqrx qr X?qr qr qfe qfr qr^rf irxr qr ^qXtqqrn 
Jr qrc fen srrqqr 1 

9. fetxq qqxrqr qV. qrqq^, qtfeq ; xqftxq 
qqqqr sAx qrqqfqr qq nqarxq qqrqn 4 Jf fqfqfqcq 
¥q if feqr ^rn^qr 1 
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ffTTr 37T^ | ifr FTfqji' Tr 

3 0 0 f^TifT. OT^fr ■-'-t'^ 31 E' 'Fif k tit . 1 fiTT? Tt 

% TR FiRn' fHYrwT ^ firi^ ir 'EsfiTiry. eitt 
% fTE wr< I Tk ^OiT TV "'rfirir T TT’T' Tlifl 

o 

filt ir fir. iff. FTT TITT riT fiT> TT TT 
Ffsp- jfrT T'T riT q-rTr tt ^ qi- ?r Tf^’ I Tir 

If Tq 1 fiFT5 T qimT --liTTq %• qn; 'jffff WfiT TT EriT 
% fTE tn’^'r^-TT Ti I t^'tf Tf aTdqT irqjrr 
^rififi qfe qff3itq-T Tfiiq T^r^rrar ?; qr wit qr 
HT fTWffqTT TIETf f^nrrt ^ ql 300 
fq. fjf. FFtr c.riiT q^ff Tfqr i 

11 . iq^T qq ifErr.— (i) wrq Tr fnfTTiw 
^ iJiTfs-Xq ffrqr ^0^11 I T^fq T fqR 

qqfEiq qiwr 200 fqfqqiq q qrq q^r ffrqT qif^ siTr 
qjqqq 200 iffqfqfqq ^'iq'l i 

(2) Tfiq Tf qrqqr Trqw qTq' q su'fr 

fq^qqqrqfT q'lqqqw tt qrf fqqr qqjqr i q=qT 
^'fq TT Tpqq q^iq serar wqnTi wtr Tffq qH fqT 
iqm q%qr ^frqi tt rq^Htiqr stret qr ?:qmqqp=r 
q qpTi fT-qr wrqqr, qi^m 3riD;qr afrq qq 'sqn fqrf 
wq fqqT 5iTE I ’’■'iff qTT fqTRqfq. m. q qfqfwfe’q 
frir ijiTTR 1 srqwrqf % ?rq^qFrq tt qqraP’T q'lr 
wV: rirffn; qrr qfrfq q^T fq% teFT ETT % qR 
^ Tfrfq q^ qqif-qqq Tfqr q%T if 

qTjqr T!>q % WK if qgm: ffnrf qrrqqr i qn wk 
qijk Tf >^AfFq TR Tfi' qp" qr Tf qrnrqf qf? 

Tf qrar Rffsrq q-jqqq q qrq | i 

( 3 ) qrq q qrq qi? qqor tt wr qr qq q fqqr 
qqrqr wfi; qr^qr rbt to qiwr % qqq if qq^ffwi 
Tf gET Tqqr siqr i 

12 . Tq TT 'Em qfqf:—^q'qfq T^fq't ^ 
qq q % qTTqr fqq qE qnr if qrq qq qqqf Tf 
qq% rq T qq%qq t fqq fqiqfqfjqq qfq Tf WEEff, 
qqfq :- 

s, 

Tffiq't t 1' iqijq qq % 3fqT qp sri^ ^fr Rp 
^fr qqq if q'rqf tt q i qq p fqqff q^rq nrqqf 
qr TT ^qiq tt qqi q q t q i Rfq T^rq Tf 
qq;? qqwrqT teiw qi ?q qqq qRq q fqqif fT 
^qfq TT qfqr if qfqr qfrFq qqRr w'q Tiqq T 
qqff q qi qiq qk q^f Tt f|pq q ^irq % fqq gq qq-q 
TT fkff qqq;fq qrqTT if qfqqq T"! q I qfErrq Rk 
qqqft qqk^Rf Tf Tk % qrqqiq qq lo Rq q 
24 Rq qq q I qrqrq q qqktqT qqqq ?qq 
% qfq qqqr q-q R fRRf R%q R fqq kq r qrRfq q 
qqnr if Riitv 'rOwr Rfpqq i qq^iRR Riifq r 
fqfff qp Ri rtI' qsqi qff i^qf qrfqq i qfR qqqiqq 
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Rfqq qq kRt RRTq qr frqr <qRq qrqRr qr kpr 
ir qf^ fTfff qqq q?q sm aWr tt Rtr ff q'r 
qg" Rtett ri" Rf qrqqf k q^q Rr Rf qrqr Rqrfqqf 
RT ikf t I 

13 . qqq qqiqr, Rr rirt qk ikTERmi ;— 

( 1) RiRR RTfq RT qrqfqqqq RpTR R Rq q 
Rq qT 3 qpRfrq q RRi qfqRq R wki Rk fftqqR 
Ppifr arrmrr i q-kr RTiqqqfRF (qfiqRfkq qqqrr) / 
snqqiRT?: qrqfqkqq Rkq it Rr fRET Rfqqr I 
qfRq RRiq Ri q^qq Rk qrfqR ^,Tfq R i^farq 
i^ifr I qq'RiRTT rt qqq®q qqqq q fRq R fRiqfRPirq 
fRfqRffRr R qrq iqp iqrRt ^R qqrq .- 

(1) fqfqriTqr qq qrq RP rtt qqr Tfiq rt 

KTPikR qrq, qf? Rif ; 

(ii) qq qiqiR ; 

(iii) fqkqfq Rr qpfrq (Rpt qiq Rpqq) ; 

(iv) qqqrq Rt qrffrq (Rqq qiq RP qR) 
Rf fR fqfqqfp Rt qpkq R OTfffR qrq 
R qfqR qRf RiRf; 

(v) 'Rqq nqr Rf qp qqqp R fqq' ff? i 

(2) RRp R'r jqqr Rp RrRr ‘Te R PtRi 
5 t q^iR fRiq qq Rsrkq fRqr qrqqr i 

14. qrqR qRq qfq Rt q’ 3 RqT:~qcqR qRq 
RRrq R qqqt Rt qRqqq, qpqqf qrqrq (RR 
fR qqpqiqr qq rt rp) R ’’’'ar Rrqqr qk er 
fqqq Rt qqfq R fqq so ±10 R.Rt.E. (Rr) r 
fqqfq R qitqRiq iiar Riert 1 

R Rrr Rt Rt qqfq R 

fwE wq.qkff qq-qqqiRq^ qqqr rtert i rRi^ip' 
qtqqf R Rpr Rf iq: Rt^irt rt qpTT t Rk fqqfq 
rtR qr q Rpr qq 'tRRt R 'erR Rp frqRq qq 

sqrq kqT RT RTRI t I 2. S qfqqq RT E.qq;.rrq. 

PT qrq R qPqiqt rt fqRTiq' riR R Pre rtr^ 

Prut riert i RiR RPT R rr qq rtrir r Prr 
^ qqffq qqq'f RP qtq RTi? R rPtr qq 
WTRri %fqq q=sqp qqqt Rt RETR RTR RtR Rf RksRT 
qTfQTR R pqE Rtq ?fR RTETff qk qqqTpq qRqf rt 
iqtfrfRRriRT rrr: RTRTqRq r?pR rPrr qqtqkt I 

qrq RTPrR R'R PqRTqR 

15. Rk qtfRR "iR pRE'TqR % PRE qTRRRTRf 
“ar’ qiE aRRR kR R[re qiRR qqr zio rirefer- 
VJ q qfRqfqq fRE RE % 1 
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(471 4 ^^ ^%t) 

% 7 frT qr ^fTHf % 

% ff^TT ^ 4Y5r^ ITRTT 35001 n 

1 . 5 ^ 


r^sfT jf^^TT %% 3 T'pi 7 rr 


200 : (T.^iT.rr?!,-0. 4 

17 ■ 44 . -2 

3 TTT -3 


arr^rr i. 5 ^TW 4 
5 'TT’T 


17 ^ ?r 7 T?rT 44 ^ jfTi^rTrT 


^;TT STnPP- 315 : IT.’Pl .7^.-0.4 

17 . 44 . -3 
wrT -4 


311 ^ 17 ; 5 "TT’J 4 wfsni 


T^P tttt,ttt 44 Tpt 4 \ 5 rTTr 


TTTJTrf - srtTRR 5 0 0 : P. mr. -0. 4 

4,44,-5 

3 TK. -0 


f^wnr T7.;fir_,i:^, 4 i44^4 'Pfi4p447?rc ?if¥r- 

5i4t 1 “4 44" 4 ?44 spt 4 4wT!5r«Tra', ®r^ ^ 744ffar 
% f44 spg-Wf ^ icrftfwr 45^4 ^fn- 

t 1 

“jTTt" 4 51744?% 4’PTT SPiTtlT ^ % 517^ fff 
^ %TT ^/5r^4 Sp?444 % TTTTPTTT 45^7 5Tf*I% I I 

^7t4w-[I 
[q 7 i 5 (ip) 

^T 4 7?n: T7 ^77444 % fTpi^ % Thtt 

;TTrTrr44 ^ 443t?rr H 35001 4 1.5 
tjTpr^ 44 q4 4173TTTT 

tTtTTTT aTT^TT 20 O; tr ,!fiT .n;7r .-0. 4 

7T 44-2 

5417-3 


^■71 WIT 17 1 . 6 in’? 4 

5 '7T’3 fT?i 


IT^Ti? q-i^Tfl 44 % qmi 


’TJl’TT 5fT?iT7, 315 ; I7 ,^,it?t,-H.4 

4 44 -3 
5117-4 


3T1?7T7 5 ITT’? 4 TlfET?7 


tTjpH ’utitt 44 ipi tfiTTfii 


’TTj;’!! mTTR 500: 4 ,’7’T-O , 4 

4.44.-5 

5117-0 


f^TXfUl ;-“IT ITSf,” 4 f?4?ll4 ??lf444 7^ ItfW | | 

“TT 44” 4. 744fi4 4w 51«i4t #? 44 144?% 4 

fTTP qrflrff % 5lf47r?TiT 5f:%il 4^?! TlfiWiT 

t I 

"m” 4 ?T744f44 4 wt 5f4rii t=? ’p4 51744?% 
^ fTTo ?^ 444 f ’Pt 4 ’ 5 ?t 5444 rT | i 

i3qT?T£r-lII 

[471 4(3f7) ?t 47 si??) 4f’5rTT] 

7qf;4jiT sisriran 5147 ^m^^iii crdsm % fpro: tittpi 
% il ?f4 445lfTT 

5TlTrT7 35001 4 1,5 ’TP? ?TT 


I7?lfT 

qT^iTi 44 ?4 

4T3i?t 


in^TTi 

5fl?:i7 200 ; 

P : 1. 5 

♦ r' • 

17.44.-7 




5117 8 



51TTri7 1 , 5 in’? 4 
5 ni’sr HTT 


tripiT ’nf’Tl 44 144 443RT 


Tni?! Wl^TlT 315: 

4 . 7? .4’7. 1. 5 

17.44. 10 


m7 11 


4n T^iqiiT s nf’T 4 npn: 
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Tt^^TT ?rT^TT 500 : p iT?r - 1 5 

O' ^ c\ * 

T ?fV.i4 
1 5 


"IT.5f^,tT?T," stfjTnrrli 

^’' it ir«r?i:T ^ ^ f^'Vfffr 

% ^Tfa’^arr wwt 

t 1 

"iTTT” ^ ^PSHT ?T«T?q; ^ 

% ffpr 5rf^oT ^^'T»ff 4Tt ?r0HT jffvr^a' | i 

, IV 

(to 9 

fptct 5WTffT ?tIt 7rT?Tj?rr *pt ?r^Ern:ir 

1 . 4ft ^rsrrf 4ft 4 tjt ^r 

!rtT 'trfff 

I 

2 . ?nfERr : 

(1) 4 fTW 4 ft f 4 f>rf 4 '^ 44 : Tc wa 4 R ^ f 

% fsTiT »Trf&5r f5R^ JTTOrr 44441^^7 

44144 % ^T^FT'JT «ft I I 

(2) 4 f 4^4 4 ft 4 rftR % 4 T 4 f *44 4 T 4;4 % 1^44 

^444 4T4e ^4r f^F 44145 F44r 4 4Wt4r 44T ^ t 

■o 

(3) »an4 4f^ 4ft ^riftR % 4T«r fte 

4 T Md»K|f r % 140 fir , 4 t. 4 ft ®¥ f 444 ft 

'4t€t 44 20 pT.Tft. 54m 4^T f44r4T Wi4 | 

1 

3. 4f^'4T 

(1) 4fTt4 4ft »5t#, 4% ( 2 . 3 } 4T i4Tr4rT 

f, R44 (2.2) 44 ^T4T 4 5ftT 0. 4 t 0.5 5ftH4 
4feT #«F4 (24 ^ 30 ’^fterc 4f5 f445) 4t 4T 4T4 
^ 5.HTT3; 1 

(2) Rft44 44Ra'T 4ft ^ST 4 r4sp444 0. S 
pftST ?nF 5ft4 F^td3T 44T4 4ft 0F^ft4TT4^ fH'^drl'O 
0.1 %.4^.T. T4: iJsrtf^fT 4:4;^ gr 1114 4^^ ?TtT 

4T? I 

4. 4 Tt 4 T '4 fRtff 

tOwot fRTi ft f4RM4r?r f4MfcJ4t ;- 
(4t) 444 4ft 4^PT I 

(!4) 4Tts,T'4 f4:rr lyir s)-f;$ 4T 4flft4 4ft RftS4 
44^441 xftX Rft44 4T4 4?4T I 

(4) 4ft5r4 4ft 4Rt4r I 


3fe4T4-TII 

yiWT .-(Tt ^ 7iwm * -Wi-TJtTT »Tf 



i 4 (y 5 

[tu 4 (4r) attT: 5 (?j) 4r?fF] 

3^44 341^ 

1. 45f4 44lW4:—^4 4^W4 aRT’f?! 4it4 4>J4f 

4 ft 414414 44 3Tt4 4nj4ffft4 4414 44 ^44% 

44414 ?4ft44 4444T aik 4144^441 ?ft4T 4144 | 41^ 
jm f44f^ % 3TV4«#t4 173141 31141 t I 

2. 4TfSR ; — 41J 3144 44 4444 41 4141 f4 414 
4441 44 T4 3riiR4 31^4 % 3141U 414 1414 % 10 

CS ^ J 

4f444 it Slfg-Jp 4 ^ fI41 I 3144 Jl 414 % lfl[%4414 
% f 4 >T ^ nflT 441 4 31144 3 i1t 1 0 'Tr4444 

4f4 TO 4 314ftl41 44 4444 f%41 411R1 I 3144 44 
414414 414 1^441 44 4 ffT4f^ f^41 44^ 4lf% 
414 4TJ4t 44 f4f4f4C2: 44# 414414 %—2° t, % 

31RT 7741 41 4% I 4 ^ 54 ; 444 414414 4# 't'd4.d lH# 
% f4lT 44# 4t4 4i[4t % 144 % 414 n;T ITrfiftdT 

xm 41474 I 







«FT ■rnm : 


7 


f^TPr 3(i)] 


: .rr-rr 'Ti^t fir^'Jrun ffP^T ■^'^i't ^ Pml'JT 

T'r f?rn; ^rirfr ^ irrnTft i 

3 . ^ ; 

ITf^^ iT^:;f ^T 'T;rq'''T 'T^ ST^H' 3 T?r^^ 

DC- ^ 

iTiftn'Tnfrr Pf i 

4 . sm ^ cTTWH ; 

ar^pT VT 70 + 2 ° t, TT nl'I 

5. 'TTtei'PiT ^ 91-! I 

6 . af^'TT ; 

*tW Jr 'f^^tJT fspTT ^ ^% 3 ft ^ 

am 4T 96 % fm 7 0±2'' ST amfm ^ 

* C. C' 

m STT % STTI^ ^^sff ^ 2 3 ± 5 ° tJp;T ^ 

12 % P^pT 773 Tf? 96 ^T+f ir arfsr^r 

+ ffT 1 s%ait 7 ^ ’IR apk STfVt SP b^RTT 

RTRi ST ers ^ aps % fm STtwr sr i am^T 

C. • » DC' 

^ STTSR 96 % •JT^rr 12 STl % 

^ s«rrsf^ R^e+ ss'^tst art^ smr^sr 

'rOfii'T 37?-1 


^RtJ 6 
(^ 15 ^f?p) 

1 , 'PrRTt( 200 ^) (anf P7T-12418 (m 4) — 

1991-Jjitlft 615, 477. 87) % pHtr pPTTW ^Sjep 
sfVT JfrpTT ^t ( 200 ^.) TTTTw sfrt sm 

^iTS-?T 7TS Sr 3Tf*jT?f7T+ tfPTftS PPR) % 3P[7 ctt ffs I 

2. f7rd«R TJm f7S (ant. 13009 ; 

1990—’J. 5V. m. 615.472,6:611.656) % 

n't! ffj^sTT fTTf ’<TT77fk mRfr aj+t 

STTT TRS-HST TT aTfOTfSS 'PF^ TTPR^ % ar^pT 
f?R I 

[it^pW-l 1 014/8/92-^.RT.ipP, 

?7jrfm 3PT7 Hfrs 

*{)sa- w)7 srWTER fRR, 194 5, 1-5-79 

ppp sTrnmrTtTrT rt ^ tstfs TftT sTtsk SRrrir 
(ranreTT fsTTm) Jr f^^Jr sr'^'TfiT srPTSTS 

TPJlTft, ?rfMRR f^TRr ('ft.aft.^.TT^r. ) aft 

7 rfTJT^?r t, I I cTTSRri; ^ f*TSPf Jf arrTfT 

% tftr arrs-II, Tjr (3) (i) it sHnfsR ffTRW'm 
?rf«T^[ 7 rm?ff jm ^RtfETT sp ^:— 

1 . TrT.TPT.fp. 1241, lTTft<T 6-10-1979 

2. HT.sn.f 7 r. 124 2, HTftHT 6-10-1979 

3. HT.SH.fH, 1243, HTff? 6-10-1979 

4. HT.SH.fr, 1281, Hrftar 12-10-1989 

5. HT.SH.fH. 430, HTftHT 19-4-80 


0. aF.'frr.fT. 

7. HT.HTT.fH, 

8. Hr.^.fH. 

9 . HT.SH.fH, 

10. HT.SH.fH. 

11. HT.SH.fH, 

12 . HT. 7 PT.fH. 

13. HT.SH.fH, 

14. HT.SH.fH. 

15. HT.STT.fH. 

16. HT.SH.fr. 

17. HT.SH.fH. 

18. HT.SH.fH'. 

19. HT.HT.fH. 

20. HT.SH.fH. 

21. HT.SH.fH. 
22- HT.SH.fr. 

23. HI .SH.fn. 

24. HT.SJT.fH, 
2 5. HT.SH.fH. 

26. HT.SH.fH. 

27. HT.«PT,fH. 

28. HT.HH.fH, 

29. HT.SH.fH. 

30. HT.SH.fH, 

31. HT.SH.fH, 

32. HT.SH.fH. 

33. HT.HH.fn. 

34 . HT . SH , fn. 

35. HT.SH.fn. 
36- HT .SH .fn . 

37. HT. SH. fn 

38. HT.SH.fH. 

39 . HT .SH ,fH . 

40. HT.HH.fH. 

41. HT.SH.fn. 

42. HT.SH.fH. 

43 . HT.SH.fH. 

44. HT.HT.fH, 

45. HT.SH.fH. 
46- HT.HH.fH, 

47 . HT.SH.fH. 

48. HT.SH.fH. 


779, 26-7-aO 

540(h), HTftsr 22-9-80 
680, HrTfHr 5-12-80 

681 (h) Hrft6r 5-12-80 

682 (h), HTif'H 5-12-80 
27(H), HTft'JT 17-1-81 
478 (h), Hfit'H 6-8-81 
62 (h) HT^ThT 15-2-82 
462 (h), HTTf^f 22-6-82 
510 (h), HT^ 26-7-82 
13 (h), HTTfjJ 26-7-82 
318 (h), HTT'fH 1-5-84 
331 (h), Hint's 8-5-84 
460 (h), HTftTH 20-6-84 
487 (h), HT^ 2-7-84 
89 (h), HTft^ 16-2-85 
788 (h), HT^H 10-10-85 
17 (h), HfftH 7-1-86 
1049 (h), HrfT»? 29-5-86 
1060 (h), HTfri 5-9-86 
1115 (H), HrifH 30-9-86 
71 (h), HT^THT 30-1-87 
570 (h), HTtffiT 12-6-87 
626 (h), HfifH 2-7-87 
792 (h), HTftsr 17-9-87 
371 (H),Hrft'a- 14-3-88 
75 (h), HTff'a' 2-6-88 

67 5 (h), HTff'H 2-6-88 

676 (h), HFftH 2-6-88 

677 (h), HTfV’g' 2-6-88 
681 (h), HT^H 6-6-83 

735(h), HTfV^ 24-6-83 
813 (h), HtPTH 27-7-88 
944(h), HTfru 21-9-88 (5lf3:HH) 
43 (h), HlftHT 20-1-89 (^HH) 
44 (h), HTHfJ 20-1-89 (i^^THH) 
IOO(h), HTftHr 14-2-89 (El|fiaHH) 
443 (h), HT^flSr 12-4-89 (ujfesH) 
588 (h), HTft'H 2-6-89 (sjfe'TH) 
691 (h), HT^ 11-7-89 
784(h) HTflHT 28-8-89 
16 (h), HTffH 1-10-89 
731 (h), Hlffa 23-8-90 
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4;). 

til .44 .Iff. 

y-ts ( 4 ), irrfw 25 - 10-90 

5 0. 

*11., ffr. 

] 1 ( 4 ), 4TfE4 7-1-91 

51. 

, fff. 

223 ( 4 ), 19-1-91 

52. 

*T. . 4TT. El. 

2-l(t ( 4 ), Tlf'ffT 1-3-91 

5 4- 

nT.4:T.f4. 

301 ( 4 ), 4r*T4 7-6-91 

54- 

mr. 44. Et . 

302 ( 4 ), 4T7Y'4 7-6-91 

5 5. 

4 r. 4 tT.f-T. 

491 ( 4 ), 2,3-7-91 

5 0. 

41.44. El. 

495 ( 4 ), 25-7-91 

5 7- 

41 .44 . El. 

532 ( 4 ), 4Tff'4 14-8-9 1 

5 8. 

41.44 . El. 

626(4), 4rff4 14-10-91 

59. 

41 .4rT.f4. 

668 ( 4 ) 4rft4 7-11-91 

6 0. 

41.44 . f4 . 

7 30 ( 4 ), entfW 10-12-91 

61. 

4T.4:T.f4. 

59 ( 4 ), fTlffg 22-1-92 

6 2. 

m.44.ET. 

305 ( 4 ), 4rvf4 4-3-92 (^^44) 

63. 

41.44. El. 

445 ( 4 ), 30-4-92 

04. 

41.44. El. 

597 ( 4 ), cirfEJ 17-6-92 

6 5. 

41.44.El. 

663(4), 3-7-92 

66. 

4T.44.f4. 

723 ( 4 ), rTlCri? 11-8-92 

6 7. 

41 .44. El. 

796 ( 4 ), iTPfrsT 1-10-92 

68. 

41,44. fff, 

877 ( 4 ), UPTi? 17-11-92 

69. 

4T.44.Et. 

904 ( 4 ), fTlfV'g' 2-12-92 

70. 

4 i. 44 .f 4 , 

923 ( 4 ), nrfba' 14 - 12-92 

71. 

41,44. El. 

27 ( 4 ), tirfriT 2 2- 1-93 (9(fl''T4) 

72 

41,411, El. 

28 ( 4 ), ffrfpg' 22-1-93 

7 3 

4T.44.f4. 

86 ( 4 ), fflffi? 26-2-93 

7 4 

41.44. Et . 

296 ( 4 ), ffNfisr 24-3-93 

75 

4T . 44 . El. 

373 (4),cTTfrRr 13-4-93 (sjE^I^) 

7 6 

41.44. El. 

374 ( 4 ), 13-4-93 (9[f^9-4) 

77 

41.44. El. 

44 7 ( 4 ),rnffig- 10 - 6-93 ( 51 / 5 - 44 ) 

78 

4T, 44. fff . 

658 ( 4 ), qrfW 19-10-93 

79 

41.44 . El. 

673 ( 4 ), fTTflU 27-10-93 

8 0 

41.44 . El. 

10S(4), 22-3-94 

81 

41.44.Er. 

109 ( 4 ), cirfEar 22 - 2-94 

82 

41.44. El. 

370 ( 4 ), tTifftg- 7-4-94 

83 

41 .44. Et . 

466 ( 4 ), iTlfEsr 17-.5-94 

84 

41 .4tT . El. 

615 ( 4 ), 9-8-94 

8 5 

41.44. Et . 

659 ( 4 ), 31-8-94 

8 6 

41.44 . El. 

67 6 ( 4 ), fTrff4 6-9-94 

87 

41.44. El, 

811 ( 4 ), 41^4 14-11-94 

88 

41 .44. El. 

812 ( 4 ), 4Rf4 14-11-94 

89 

41.44 .fff . 

850 ( 4 ), 4T*T4 7-12-94 

90 

41.44.El. 

55 ( 4 ), mfl4 7-2-95 

91 

. 41.44. El. 

59 ( 4 ), firfEg- 7-2-95 

92 

41.411, f4 , 

93 ( 4 ), 4rff4 24-2-95 


MlfJISlRY 01' IIEALIII AND lAMlEV 
WELFARE 

(Department of Health) 
NOTIFljCATION 
New Delhi, the 9tb June, 1995 

G.S.R. 495(E).—Whereas a draft of eertaln rules 
lurlher to amend the Drugs and Cosmeties Rules, 
1945, was published as required by Sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), with the notification of the Government of 
India in the Ministry of Health and Family Welfare 
(Department of Health), No. G.S.R. 675(E), dated 
the 6th September, 1994, in the Gazette of India, 
Extraoniinary—Part 11, Section 3, Sub-section (i), 
dated the 6lh September, 1994, invi’ing objections 
and suggestions from all persons likely to be affected 
thereby before The expiry of a period of thirty days 
from the date on which the copies of the Official 
Gazette were made available to the public ; 

And whereas the copies of the said Gazette were 
made available to the pubh'c on the 171h October, 
1994 ; 

And whereas objections and suggestions received 
from the public on the said draft rules have been 
taken into consideration by the Central Government ; 

Now, therefore, in exercise of the powers conferred 
by Sections 12 and 33 of the said Act, the Central 
Government, afer consultation with the Drugs 
Technical Advisory Board, hereby makes the follow¬ 
ing rules further to amend the Drugs and Cosmetics 
Rules, 1945, 'namely :— 

1. (1) The.sc rules may be culled the Drugs and 
Cosmetics (3rd Amendment) Rules, 1995. 

(2) Tliey .shall come into force on the date of 
their publication in the Official Gazette. 

2'. In the Drugs and Cosmetics Rules, 1945, for 
Schedule R, the following schedule shall be substi¬ 
tuted, namely :— 

“SCHEDGLE R 
(See rule 125) 

Standards for condoms made of rubber latc.v 
intended for single use and other mechanical con¬ 
traceptives. 

I-Condoms 

h. Description,—Condoms consist of cylindri¬ 
cal rubber sheaths with one end open. The 
open end shall terminate with an integral rim. The 
closed end may have a receptacle. They may be 
supplied rolled and shall be free from tackiness and 
.shall be capable of being unrolled readily. 

2. Materials.—(1) Condoms shall be manufactured 
from good quality rubber la^ex and shall be free 
from embedded grit and shall be opaque or translu¬ 
cent prior to the application of dusting materials or 
lubricants ; 

(2) The rubber latex, colours used and any dust¬ 
ing maferials or lubricants applied to the condoms 
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shall neither contain nor liberate substances which 
are known to have toxic or other harmful effects 
under normal conditions of use. Any dusting material 
or lubricant or colour used shaff not have deleterious 
effect on the condoms or be harmfnl to the users. 

3. Procedure for sampling duting production.— 

(1) Specimens constituting the test samples shall be 
taken at random successively from each quantum of 
production that is, from the quantity produced from 
the same finished rubber latex and under the same 
processing and finishing conefifions of manufacture 
and samples from each quantum shall be tested 
separately to ascertain conformity of quantum with 
the specified requirements in accordance with the 
tests (iescribed in this Schedule. 

(2) fa) The number of samples drawn from each 
quantiun shall he not less than 0.5 per cent of the 
number. 

(b) The number of samples drawn from each 
quantum shall be tcstctl for Burst Volume and Pres¬ 
sure Test and Water Leakage Test in accordance 
wPh the method prescribed in paras 9 and 10 of 
this Schedule 75 per cent of the samples drawn will 
be tested for Water Leakage Test and 25 per cent 
will be tested for Bursf Volume and Pressure test; 

(c) The number of test samples ‘N’ and the 
mmbsr of rejected samples ‘R’ from a sequence of 
production quanta shall be Vecorded in a register. 
The cumulative total of lest samples *N’ and the 
cumulative total of rejected ‘R’ from the test shall 
be recorded and the condoms shall be deemed to 
comply with the requirements if the cumulative total 
of rejected ‘R' is not more than 0.004N -t- 3 x y'^0,004N 
for Water Leakage Test, and 0.015 Nh-3x-^ 0.015N 
for Burst Volume and Pivjssure Test. 

(3) Each unit of 100 lest samples shall be dis¬ 
tributed for the various tests as follows ;— 

25 for Burst Volume PtdSsnre Test, and ; 

75 for Water Leakage Test. 

(4) Where the number of test samples is a multi¬ 
ple of 100 the distributitm scale mentioned above 
shall be prorated. 

(5) If the cumulative total of samples rejected 
cxcc^ the number, of allowables at any point in 
the sequence of quanta, the quantum at which this 
occurs shall be liable to rejection. TIjc assessment 
of quality of further production quanta shall include 
all plrevious test results starting from quantum 
number 1 and approval of production shall be ip 
suspense until the condition required by the scheme 
is again fulfilled. 

(6) At least one sample shall be taken at random 
from each production quantum not exceeding 10,000 
condoms and shall satisfy aH requirements regard¬ 
ing dimensions as spccifi^ in para^ph 8 of this 
Schedule. 

4. Procedure for sainpling and testing of finished 
products by a manufacturer— 

A. Water Leakage Test.—(1) Statistipal samp¬ 
ling for quality control assessment of the 
1357 GII95—2 
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finished product in respect of water leakage 
test shall be done in accoVdance with the 
plan set out in Annexure I to this Schedule. 

(2) A test sample failing in the above lest is to 
be considered as defective. If the cumula¬ 
tive total of rejects ‘R’ is found to be equal 
to or greater than the number shown against 
‘R’ in Annexure-I, the batch or lot shall, 
be declared as not of standard quality. 

B, Bursting Volume and Pressure Test.—(1) 
Sample condoms shall be tested for bursting 
volume and pressure test. Statistical 
sampling for this test shall be done in accor¬ 
dance with the plan set out in Annexure 111 
to this Schedule. 

Condoms shall not leak or burst at a 
volume of less than that specified or at a 
pressure less than 1.0 kpa (gauge), when 
tested as pet paragraph 9, both before 
and after oven conditioning as specified in 
Annexure V. Bursting Vohinic minimum 
limit in litres shall be equal to [mean 
condom width (mm)“j rounded to the nearest 
151.8 
0.5 litre. 

(2; A test sample failing in the above test is 
lo be considered defective. If the cnmuhi- 
tive total of rejects ‘R’ ir’found to be equal 
to or greater than the number shown 
against ‘R’ in Annexure III, the batch or 
lot shall be declared as not of standard 
quality. 

C Dimensions.—At least 2 samples drawn 

from tlie lot or batch shall satisfy the requiro 
ments regarding Dimensions as specified in 
paragraph 8 of the Schedule, 

5. Procedure for sampling and testing of condoms 
by a purchaser,— 

A. Wa^er Leakage Test—(1) Statistical samp¬ 
ling of condoms by a purchaser for water 
leakage test shall be done in accordance 
with the plan set out in Annexure-II to this 
Schedule; 

(2) A test sample failing in the above test is 
to be considered as defective. If the 
cumulative total of rejects ‘R’ is found to 
be equal to or greateir than the numb^ 
shown again ‘R’ in the Anncxure-II, the 
batch or lot shall be declared as not of 
standard quality. 

B, Bursting Volume and Pressure Test,— 
Sample condoms shall be tested for bursting 
volume and pressure test. Statistical samp¬ 
ling fot this test shall be done in accordance 
with the plan set out in Anne.xnre III to this 
Schedule. If the cumulative total of 
rejects ‘R’ is found to be equal to or greater 
than the number shown against ‘R’ in 
Annexure m, the batch or lot shall be 
declared as not of standard quality. 

Condom shall not leak or burst at a voJurao 
of less than that specified or at a ptessure 
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less than 1.0 tpa (guage), when tested as 
specified in para^aph 9, both before and 
after oven conditioning as specified in Anne- 
xure V. Bursting volunae minimum limit 
in litres shall be equal to (mean c ondom 
with (mm)^) rounded to the nearest 0.5 litre. 
15k8 

C. Dimensions.-—At least two samples from 
the lot or batch shall satisfy the require¬ 
ments regarding dimensions as specified’ in 
paragraph 8 of this Schedule. 

6 . Sampling plan for a Drugs Inspector.—(1) 
Where an Inspector under toe Act, desires to take 
for test samples from the premises of manufacturer 
or a distribution depot; twenty containers from each 
batch of production may be selected by him on a 
fandom b^is and from each of the containers, five 
samples shall be taken. The hundred samples so 
selected shall be distributed for various tests as 
specified in paragraph 7 of this Schedule. In case, 
the number of containers is less than twenty, the 
number of samples to be taken from each container 
shall be proportionately increased. 

(2) Where an Inspector under the Act, desires 
to take samples from a sales premises, he shall take 
hundred samples from each batch of production in 
accordance with the procedure as specifieci in sub- 
paragraph (1). 

7. Sampled condoms drawn under sub-paragraph 
(1) shall be distributed for the various tests as 
follows ;— 

Two samples for thickness, length and width ; 

Forty five samples for water le^age test; 

. Forty five samples, fca- bursting volume and pres¬ 
sure test; and 

Eight samples as reserve. 

The samples shall be declared as not of standard 
quality, if.—(i) the number of condoms found defec- 
tive m the water leakage test exceeds one ; fii) the 
number of condoms found defective in buretino' 
and pressure test exceeds two ; (iii) samples 
fail to j^orm to the rcquiremenbi of dimensions as 
specified m paragraph 8 of this Schedule. 

8 . ^ Dimensions.--—(1) ,The length when unrolled (ex- 
ctoding test) shall' be not less than,— 

(i) 170mm 

(ii) 53 2 mm for 180 mm length 

(2) The width of a condom when laid flat and 
me^ured at miy point within 85 mm from the open 
end shall be 

(1) 49 ±2 mm for ISO mm length . 

(if) 53 + 2 mm: for 180 mm Ishg'h; 

5in^c-w|iij thickness of a condom when 
racMur^ at Qirec points, one at 30 ±2 mm from the 

end, 3.0 +5 mm from the dose end excluding 
the rsswwif tip and at the mid distance between 
these, wo pomTshaH be from 0;O4S mm ta 0.075 mm. 


; HOT® 1: The singJe-WaH fiuckness shall be deter¬ 
mined with a suitaifie micrometer dM guage graduated 
in intervals of 0.01 mm. 

NOTE 2 : Condoms shau, poor to toe measure¬ 
ment of thickness, have the dusting powder or the 
htbricant or bofli removoi by means of water or 
lisopcopanol. 

9. Bursting Volume and Pressure Test.—Determi¬ 
nation ctf Bursting Volume and Pressure Test shdl 
1^ done as Reified in Annexurc IV. 

10. Water Leakage Test.—^UnroH the condom and 
fit the open end on a suitable mount, the condtmi 
thus being suspended open end upwards. Fill it wifli 
300 ml water at rown temperature and inspect it 
after a period of at least 1 minute for leakage upto 
25 mm from the open end. If, because the disten¬ 
sion of the condom the water docs not extend to 
25 mm from the open end. K, because of the dis¬ 
tension of the condom the water docs not extend tp 
least-1 minute, inspect the newly-wetted part of the 
condom for leakage. The condom shall be deemed 
to be defective if it bursts during test or show any 
evidence of leakage or seepage or micro-droplets or 
do not hold 300 ml. water; 

11. Quantity of Lubricant.—(1) The condoms 
^all be dressed with silicone lubricant. The quan¬ 
tity required bn each individual condom, should not 
be Iks than 200 mg. and the minimum viscosity 
shah be 200 cendst^es. 

(2y Lubricated condoms in individual foil packages 
shall be weighed On an Analytical Balance. Each 
condom shall be removed from its foil package and 
^th ctmdom and its foil package shall be washed 
in denatured ethanol cr isopropanol, dried and toen 
weighed again. All wei^ts shaU be recorded to the 
nearest milligram (mg). Compliance with the 
requiremaat sh^ be t^ermind by subtracting the 
weight of ^ washed and dried condom and its foil 
package- froSi the weight of the sample condom in 
individual foil package prioV to thcTCmovai of lubri¬ 
cant. Washing and drying may be repeated upto a 
total of four times if the lubricant quantity is less 
than the required mmimiinv , 

(3) At least thirteen samples, shah be drawn from the 
lot or batch and the samples shall satisfy the require- 

menfe regarding the quantity of lubricant, 

12. Colour Fastness.—Not less than ten. samples 
taken at fandom from each batch of coloured con¬ 
doms shall pass the following test for colour fastness, 
namely — 

Thoroughly wet inside and outside of the cemdom 
with distilled water. no attempt to remove any 
dusting material or litoricant. Wrap the west condom 
iri Td^hite absorbent paper so that the larged possfljle 
surf^e area of the condom is in contact with t^ 
paper and seal the whole in a suitable container to 
prevent loss of moisture. Allow the container and its 
contents to stand for 16 houra to* 24 hours 
hours at room temperature; After r^oving the abSOf- 
bent pap^r .from: -the- container, examine it VisuaDy in 
natural daydi^LlOr any indication ^ gaining. No 
of the ab^irwnt paper shall be stelned. If there 





n 


II-^^ 3(1)] ^ rmw ; ii rot aTC» t 


i« toy indication of staining of the absorbent paper 
by toy colouring agent present in any of the condoms 
or toy dusting material or lubricant, the entire batch 
shall be declared to be not of standard quality. 

13. Labelling, packing and storage.—(1) The con- 
di)ffls shall be individually wrapped and sealed in 
Itoiinat^ containing atleast ei^t microns of alumi¬ 
nium foil. The individual condom shall be packed in 
square (non-squeeze condition)! rectangular aluminium 
foil. The packing shall rotect the condoms from 
contamination and mechanical damage. The smallest 
packing offered to the consumer shall bear a clear 
pennaneat marking with the following particulars, 
namely:— 

(i) Manufacturer’s name and address and the 

trade name of the condoms, if any; 

(ii) Batch number^ 

(iii) Date of manufacture (Month and year only); 

(iv) Date of expiry (Month and year only) which 
shall not be more than thirty six months 
from the date of manufacture; 

(v) The words “For single uJic only’^’. 

(2) The condoms shall be stored in a cool dry place 
away from heat and direct sunlight. 

14. Ipte^ty of individual package seals.—Sample 
condoms in individual packages shall be placed in a 
sealed, transparent container (such as a laboratory 
Bell jar) and subjected to vacuum of 50_+10 kpa 
(gauge) for a.period of one minute. 

Condom packages that do not inflate or remain in¬ 
flated for the period of the test shall be deemed non- 
cOTipliers. In doubtful cases, the test may be repeated, 
and both the inflation and deflation of packages may 
be observed on application and removal of vacuum. 
An AQL of 2.5 per cent will be applied in assessing 
the results of this test. Thirty two samples of condoms 
for a batch -size less than 5 lakhs and fifty samples 
of condoms for batch size more, than 5 lakhs shall be 
tested for integrity test of individual package seals 
apid the compliance limit or acceptance number shall 
be not more than two or three condoms respectively. 

II—Other Mechanical Contraceptive 

15. Standards for other mechanical contraceptive.— 
Staadards for ‘Copper T and ‘Tubal Ring’ shall be 
as laid down in Aimexure VT. 

ANNEXURE I 
(See Paragraph 4(A)] 

Sampling Plan for (juality Control of condoms at 
Manufacturers Level 

BATCH SIZE ; 35001 to 1.5 Lakhs 
Smslo Sampling Plan 

—— .e-.fr -a-.-.--- . ■ I -- - ■ ' ■ 

Sample size 300 : AQL, —0.4 

AC — 2 
R — 3 


BATCH SIZE ; 1.5 LAKHS TO 5 LAKHS 


Single Sampling Plan 

— 

Sample size 315 • 

AQL —0.4 

AC — 3 

R — 4 

BATCH SIZE : 

OVER 5 LAKHS 

Single Sampling Plan 

Sample size 500 : 

AQL —0.4 

AC — 5 

R — 6 


Note ; AQL means Acceptance Quality Level. 


AC means Acceptance Number i.e. the maximum 
allowable number of defectives for acceptance df 
the Batch. 

R means Rejection Number i.e. the minimum 
number of defectives for rejection of the Batch. 


ANNEXURE - II 
[See Paragraph 5 (A)] 

Sampling Plan for Quality Control of condoms at 
Purchaser’s Level 


BATCH SIZE : 35001 to 1.5 LAKHS 


Single Sampling Plan 

Sample size 200 : 

AQL —0.4 

AC — 2 

R — 3 


BATCH SIZE : 1. 

5 LAKHS TO 5 LAKHS 


Single Sampling Plan 

Sample size 315 : 

AQL —0.4 

AC — 3 

R — 4 


BATCH SIZE 

; OVER 5 LAKHS 


Single Sampling Plan 

Sample size 500 : 

AQL —0.4 

AC — 5 

R — 6 



Note: AQL means Acceptance Quality Level. 

AC means Acceptance Number i.e. the maximum 

allowable number of defectives for acceptande' 
of the Batch. 

K' means Tlriecifon Number J i-e.' the minimuhi 
nun^fofTdsf*:tivesforrejec:tioiiof theHBa^:i- 
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^ ANNEXURE-m (3) Rod, 140 nun. in length having a smooth 

jcDM iiphere 20mm in diameter at its top (.see the figme). 

[See Paragraph 4 (B) an ( ] hanging the unrolled condom when lixed to the 

Sampling Plan for Bursting Volume and Pressure Test apparatus. ,■ 

BATCH SIZE : 35001 to 1.5 LAKHS 


Single Sampling Plan 

Sample Si.ic 205 : 


AQL —1.5 

AC — 7 

R — « 



BATCH SIZE .1,5 LAKHS TO 5 LAKHS 


Single Sampling plan 


Sample size 315 ■■ 

AQL —1.5 

AC — to 


R — 11 

BATCH SIZE : 

OVER 5 LAKHS 

Single Sampling Plan 

Sample size 500 ; 

AQL —1.5 

AC —14 


LK —15 


Note: AQL means Acceptance Quality level. 

AC means Acceptance Number i.o., the maximum 
allowable number of defoclivos for acceptance 
of the Batch. 

R means Rcjoc.ion Number i.e. the minimum 
number of liefcetivcs for rejection of the Bntcb. 


ANNEXURE JV 
(See Paragraph 9) 

Determination of Bursting Volume and Pressure 


1. Principle.—^Inflation of a constant length of the 
condom with air and recording the volume and pre.s- 
sure at the moment of bursting. 

2 . Apparatus.—(1) Apparatus suitable for inflating 
the condom with clean air at a specified rate and pro- 
vided with equipment feu measuring volume and 
pressure. 

(2) Suitable mount for fitting the condoms to the 
AppaFatys as shown in the figure Annexed, 


3. Procedure.—(1) Unroll the condom, hang it on 
the rod (2.3), a ffix to the mount (2,2) and inflate with 
air at a rate of 0.4 to 0.5 ]itre|sec (24 to 30 litreslmiu.). 

(2) Measure and note the bursting volume, in litres 
rounded to the nearest 0.5 litre and the bursting pres- 
.sui'c, in kilopascal.s rounded to the nearest 0.1 kpa. 

4. Test report.—^Thc test report shall include the 
following particulars ; 

(a) the identification of the sample. 

(b) the bursting volume' and bur.sting pressure of 
each tested condom. 

(c) the date of testing 


vr UiltUturiSriUH OF 

wmstino Volume md pkessuhe 


^10 DtuEnsiom IN LtiuntisiWi 
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ANNEXURE V 

[.See Paragraph 4(B) and 5(B)] 

Oven coniJitioning 

1. Principle of the Method,—The test consists in 
subjecting test samples to controlled deterioration by 
air at an elevated temperature and at atmospheric 
pressure after which Burst Volume and Pressure limits 
are measured. 

2., Apparatus.—The air oven shall be of such a size 
that tile total volume of the test samples does not 
e:rcecd 10 per cent of the free air space of the oven. 
Provision shall be made for slow circulation of air 
in the oven of not less than three changes and not 
more than ten changes per hour. The temperature of 
the ot en sliall be diermostatically controlled so thal 
the test samples are kept within ± 2‘'C of the speci¬ 
fied ageing temperature. A thermometer shall be placed 
near the centre of the ageing test samples to record 
the actual ageing temperature. 

Note Copper or Copper alloys shall not be used 
for the material of construction of the oven 
prescribed. 

3 . Test Sample.—The foil laminations of individual 
packages should remain intact throughout all labora¬ 
tory handing including oven conditioning. 

4. Temperature of the oven.—Maintain the oven 
at 70 ± 2X. 

5. • Duration of tesf.—96 Hours. 

6. Procedure.—Condition the requisite number of 
unopened packages of rubber condoms in the oven 
at 70 ± 2“C for 96 Hrs. After heatingj keep the 
packages at 23 ± 5”C for atleast 12 hours but not 
more than 96 Hours. Open the packages and examine 
conditioned condoms for tackiness, brittleness, or 
other signs of deterioration. Within 96 hours but not 
sooner than 12 hours after conditioning, do the burst¬ 
ing volume and pressure test as described in this 
Schedule. 

ANNEXURE VI 
(See Paragraph 15) 

1. Standards for Copper T (200B) (lS-12418) (part 
4)-1991-UDC 615.477.87).—Contraceptive Device 
Cop;oef T (200 B) shall conform to the Indian Stan¬ 
dards laid dpwn from time to time by fhe Bureau of 
Indian Stand3TiJ.s. 

2. Standards for Contraceptive Tubal Ring (IS 
13009: 1990-UDC 615,472.6 : 611.656).—Contra¬ 
ceptive Device Tubal Ring shall conform to the 
Indian Standards laid down from time to time by the 
Bureau of Indian Standards.” 

[No. X-11014I8192-DMS&PFA1 
INDRAJIT CHAUDHURI. Additional Secy. 

Note : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the D^ugs^ancF’GosmetifcS'') Att 
and the Rules (PDGHS‘-61). ' SWbrfeftiheiiliy 
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the said rules have been amended by the 
following notifications published in Part II, 
Secti^ 3, Sub-section (i) of the Gazette 
of India, namely :— 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 

6 . G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E), dated 22-09-1980 

8 . G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E). dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E)^ dated 7-01-1983 

17. G.S.R. 318(E), dated l'-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-06-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S,R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986. 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E), dated 30-09-1986 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E), dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R, 792(EE dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R 680(E), dated 6-06-1988 

37. G.S.R, 735(E), dated 24-06-1988 

38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R, 944(E), dated 21-09-1988 (Corri¬ 

gendum) 

40. G.S.R. 43(E), dated 20-01-1989 (Corri¬ 

gendum) 

41. G.S.R. 44(E), dated 20-01-1989 (Corri¬ 

gendum) 

42. G.S.E, .tOO(E), dated 14-02-1989 (Corri- 

, gendum) 

43. G.S.R. 443'(E), dated•‘'12-04-1 989 
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70. G.S.R. 923(E), dated 14-12-1992 

71. G.S.R. 27(E), doted 22,^1-1993 (Cenigcn- 

dtim) 
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44; G.&R. 588(E^, dated 2-06-1989 (Corri¬ 
gendum) 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E),.dated 28-08-1989 

47. G.S.R. 16(E), dated. 10-01-199Q 

48. G.S.R. 731(E), dated 23-08-1990 

49. G.S.R. 865(E)i dated.2540-1990 

50. G.S.R. 11(E), dated 7-01-1990 

51. G.S.R. 223(E), dated 19-04-1991 

52. G.S.R. 2.46(E), dated 1-05-1991 

53. G.S.R. 301(E), dated 7-06-1991 
-54. G.S.R. 302(E). dated 7-06^1991 

55. G.S.R. 491(E), dated 25-07-1991 

56. G.S.R. 495(E), dated 25-07-1991 

57. G.S.R. 533(E), dated 14-08-1991 

58. G.S.R. 626(E), dated 14-10-1991 

59. G.S.R. 6^8(E), dated 7-11-1991 

60. G.S.R. 780(E), dated 10-12-1991 

61. G.S.R. 59(E), dated ?2-01-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigen¬ 

dum) 

63. G,S.R.' 445(E), dated 30-4-1992 

64. G.S;R. i97(E), dated 17-06-1992 

65. G.S.R.'<563 (E), dated 3-07-1992 

66. G.S.R. 723(6), dated lT-08-1992 
47. G.S.R. t96{E), dated 1-10-1992 

68. G.S.R.877tB), dated 17-11-1992 

69. G.S.R,'9(l4(E), dated 2-12-1992 


72. G.S.R. 28(E), dated 22-01-1993 

73. G.S.R. 86(E), dated 26-02-1993 

74. G.S.R. 296(E), dated 24-03-1993 

75. G.S.R. 373(E), dated 13-04-1993 (Corrigen¬ 

dum) 

76. G.S.R. 374(E), dated 13-04-1993 (Corngen- 

dlim) 

77. G.S.R. 447(E), dated 10-06-1993 tCorr^g- 

, duin) 

78. G.S,R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E), dated 27-10-1994 

80. G.S.R. 108(E), dated 22-02-1994 

81. G.S.R. 109(E), dated 22-02-1994 

82. G.S.R. 370(E), dated 7-04-1994 

83. G.S.R. 466(E), dated 17-05-1994 

84. G.S.R. 615(E), dated 9-08-1994 

85. G.S.R. 659(E), dated 31-08-1994 

86. G.S.R. 676CE), dated 64^9-1994 

87. G.S.R. 811(E), dated 14-11-1994 

88. G.S.R. 812(E), dated 14-11-1994 

89. G.S.R. 850(E), dated 7-12-1994 

90. G.S.R. 55(E), dated 7-02-1995 (Cwiigen- 

4ui») 

91. G.S.R. 59(E), dated 7-02-1995 

92. G.S.R. 93(E), dated 24-02-1993 


PiiBttel hj tto Matuissf. of India Prcj.3, Rln* Ro»# My fiwj. 
Ute #)['<(te CjWrtrQUer of PoWlijotian% 



